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IN THE CLAIMS : 

Please replace all prior versions of claims 10-28 with the version of claims 10-28 
set forth below: 

1 .-9. (Canceled). 

10. (Currently Amended) A vaccine composition comprising at least one 
part i culat e immunogen and an adjuvanting amount of B subunits of heat-labile 
enterotoxin charact e r is t i c of E. co//, wherein said B subunits are free of A subunit and 
toxic LT holotoxin, an4 wherein said at least one part i cu l at e immunogen is not 
covalently coupled to said B subunits . and wherein said at least one immunogen is in 
the form of aggregates, clusters, micelles, virosomes, or rosettes, or a mixture of two or 
more of the foregoing . 

1 1 . (Previously Presented) The vaccine composition according to claim 1 0, 
wherein said B subunits are prepared by recombinant DNA methods. 

12. (Currently Amended) The vaccine composition according to claim 10 or 
claim 1 1 , wherein the at least one part i cu l at e immunogen comprises a viral antigen, a 
bacterial antigen, or a fungal antigen, or a combination thereof. 
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13. (Currently Amended) The vaccine composition according to claim 10, 
wherein the at least one particulat e immunogen is der i v e d from at least one infective 
agent which causes a disease which is transmitted by mucosal infection. 

14. (Currently Amended) The vaccine composition according to claim 10, 
wherein the at least one part i cu l ato immunogen is charactor i st i c of from a micro- 
organism which causes a disease which is transmitted by mucosal infection. 

15. (Currently Amended) The vaccine composition according to claim 10 or 
claim 1 1 , wherein the at least one part i culat e immunogen provides immunization 
against a disease which is transmitted by mucosal infection. 

16. (Currently Amended) The vaccine composition according to claim 1 5, 
wherein the at least one part i culat e immunogen comprises at least one influenza 
antigen. 

1 7. (Currently Amended) A method for the induction of a systemic 
immunoglobulin response against at least one immunogen in a human or animal host in 
need of such induction, comprising: 

administering to mucosal tissue of the host said at least one immunogen in the 

part i cu l at e form of aggregates, clusters, micelles, virosomes. or rosettes, or a mixture of 

two or more of the foregoing, and an adjuvanting amount of B subunits of heat-labile 

-3- 



U.S. Application No.: 09/555,139 
Attorney Docket No.: 1975.0024-00 

enterotoxin charact e r i st i c of E. co//, wherein said B subunits are free of A subunit and 
toxic LT holotoxin, wherein said at least one immunogen together with said B subunits is 
present in sufficient quantity for said induction, and wherein said at least one 
innmunogen is not covalently coupled to said B subunits. 

1 8. (Currently Annended) A method for tho i nduction of a common nnucosa l 
i mmun e r e spons e activating the common mucosal immune system against at least one 
immunogen in a human or animal host in need of such i nduct i on activating , comprising: 

administering to mucosal tissue of the host said at least one immunogen in the 
particu l at e form of aggregates, clusters, micelles, virosomes, or rosettes, or a mixture of 
two or more of the foregoing, and an adjuvanting amount of B subunits of heat-labile 
enterotoxin charact e r i stic of E. co//, wherein said B subunits are free of A subunit and 
toxic LT holotoxin, wherein said at least one immunogen together with said B subunits is 
present in sufficient quantity for said i nduction activating , and wherein said at least one 
immunogen is not covalently coupled to said B subunits. 

19. (Currently Amended) A method of preparing a vaccine for the induction of 
a systemic immunoglobulin response against at least one immunogen in a human or 
animal host upon mucosal administration of said vaccine, comprising: 

combining said at least one immunogen in the part i cu l at e form of aggregates, 
clusters, micelles, virosomes, or rosettes, or a mixture of two or more of the foregoing. 
and an adjuvanting amount of B subunits of heat-labile enterotoxin charact e r is t i c of E. 
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CO//, wherein said B subunits are free of A subunit and toxic LT holotoxin, wherein said 
at least one immunogen together with said B subunits is present in sufficient quantity for 
said induction, and wherein said at least one immunogen is not covalently coupled to 
said B subunits. 

20. (Currently Amended) A method of preparing a vaccine for tho i nduction of 
a common muco s a l i mmun e r e spons e activating the common mucosal immune system 
against at least one immunogen in a human or animal host upon local mucosal 
administration of said vaccine, comprising: 

combining said at least one immunogen in the particu l at e form of aggregates, 
clusters, micelles, virosomes, or rosettes, or a mixture of two or more of the foregoing, 
and an adjuvanting amount of B subunits of heat-labile enterotoxin charact e r i stic of E. 
coli, wherein said B subunits are free of A subunit and toxic LT holotoxin, wherein said 
at least one immunogen together with said B subunits is present in sufficient quantity for 
said i nduct i on activating , and wherein said at least one immunogen is not covalently 
coupled to said B subunits. 

21 . (Currently Amended) A vaccine comprising at least one part i culat e 
immunogen and an adjuvanting amount of B subunits of enterotoxin, wherein said B 
subunits are free of A subunit and toxic LT holotoxin, and wherein said at least one 
part i cu l at e immunogen is not covalently coupled to said B subunits , and wherein said at 
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least one immunoqen is in the form of aggregates, clusters, micelles, virosomes, or 
rosettes, or a mixture of two or more of the foregoing . 

22. (Currently Amended) A vaccine comprising at least one part i cu l at e 
immunogen and an adjuvanting amount of B subunits of cholera toxin, wherein said B 
subunits are free of A subunit and toxic CT holotoxin, afl4 wherein said at least one 
particulat e immunogen is not covalently coupled to said B subunits , and wherein said at 
least one immunogen is in the form of aggregates, clusters, micelles, virosomes, or 
rosettes, or a mixture of two or more of the foregoing . 

23. (Currently Amended) A vaccine comprising at least one part i cu l ate 
immunogen and an adjuvanting amount of B subunits chosen from enterotoxin and 
cholera toxin, wherein said B subunits are free of A subunit, toxic LT holotoxin, and toxic 
CT holotoxin, a«4 wherein said at least one part i cu l at e immunogen is not covalently 
coupled to said B subunits , and wherein said at least one immunogen is in the form of 
aggregates, clusters, micelles, virosomes, or rosettes, or a mixture of two or more of the 
foregoing . 

24. (Currently Amended) The vaccine according to claim 21 , wherein the at 
least one part i cu l at e immunogen comprises at least one influenza antigen. 
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25. (Currently Amended) The vaccine according to claim 22, wherein the at 
least one part i culate immunogen comprises at least one influenza antigen. 

26. (Currently Amended) The vaccine according to claim 23. wherein the at 
least one particulat e immunogen comprises at least one influenza antigen. 

27. (Currently Amended) The vaccine composition of claim 10, wherein the at 
least one particu la t e immunogen comprises micelles, rosettes, or a mixture of micelles 
and rosettes. 

28. (Currently Amended) The vaccine of any one of claim 21 , claim 22, and 
claim 23, wherein the at least one part i cu l at e immunogen comprises micelles, rosettes, 
or a mixture of micelles and rosettes. 
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